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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )E3 Responsive to communication(s) filed on 22 September 2006 . 
2a)D This action is FINAL. 2b)[*3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) U9 is/are pending in the application. 

4a) Of the above claim(s) 8 and 9 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) Kl Claim(s) 1^7 is/are rejected. 

7) ^ Claim(s) VJ_ is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Application/Control Number: 1 0/607, 1 75 Page 2 

Art Unit: 1614 

DETAILED ACTION 

Election/Restrictions 

Applicant's election without traverse of Group I, claims 1-7 in the reply filed on 
9/22/2006 is acknowledged. Applicant's further election, without traverse, of Compound 3, 
wherein X = OH, as shown in Figure 4 is acknowledged. The elected compound has been 
determined to be free of the prior art. The search has been expanded to include other species 
from the claimed genus. The Election of Species requirement is hereby withdrawn . 

Claims 8-9 are withdrawn from further consideration pursuant to 37 CFR § 1.142(b) as 
being drawn to a nonelected invention, there being no allowable generic or linking claim. 
Election was made without traverse in the reply filed on 9/22/2006. 

Status of the Claims 
Claims 1-9 are pending and are the subject of this Office Action. Claims 8-9 are 
withdrawn from consideration as being drawn to non-elected subject matter. Claims 1-7 are 
under examination. This is the first Office Action on the merits of the application. 

Claim Objections 

Claims 1-7 are objected to because of the following informalities: it appears an "A" is 
missing from the beginning of the claims (i.e. "A building block..."). Appropriate correction is 
required. 
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Claim Rejections - 35 USC § 112 - First Paragraph 
The following is a quotation of the first paragraph of 35 U.S.C. § 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1-7 are rejected under 35 U.S.C. § 1 12, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter, which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

In the instant case, the claims recite structural limitations defined only by intended 
purpose. For example, claim 1 recites functionalities for: A) attaching to a solid support; B) 
attaching one or more amino acids or peptides; and C) attaching one or more labels. There is 
insufficient written description in the specification for the following broad functionalities recited 
in formula I: 

1 ) Functionality for the attachment to a solid support or a functionality already 
comprising a solid support 

2) Functionality for the attachment of one or more amino acids or peptides or a 
functionality already comprising one or more amino acids or peptides 

3) Functionality for the attachment of one or more labels or a functionality already 
comprising one or more labels 

In addition, there is insufficient written description for the term "label" in the specification. 
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M.P.E.P. § 2163 states, "An applicant shows possession of the claimed invention by 
describing the claimed invention with all of its limitations using such descriptive means as 
words, structures, figures, diagrams, and formulas that fully set forth the claimed invention... one 
must define a compound by 'whatever characteristics sufficiently distinguish it 1 . A lack of 
adequate written description issue also arises if the knowledge and level of skill in the art would 
not permit one skilled in the art to immediately envisage the product claimed from the disclosed 
process." 

With regard to the term "label", there is no description in the specification of structural 
characteristics that define a residue or compound as a label. "Labels" are defined on page 6, 
lines 19-31 of the specification, which also refers to a book for "further information" but no 
examples are provided except those shown in the compounds found in Figure 4. 

The specification defines "functionality" as any "residue, especially a chemical residue 
which has a given, defined function" (page 7, lines 18-19). Applicants state, in multiple 
instances, that suitable residues and reaction conditions are known to those skilled in the art and 
refer to journal articles and books for examples (e.g. page 9, lines 3-5). However, the 
incorporation of essential material in the specification by reference to an unpublished U.S. 
application, foreign application or patent, or to a publication is improper. Applicant is required 
to amend the disclosure to include the material incorporated by reference, if the material is relied 
upon to overcome any objection, rejection, or other requirement imposed by the Office. The 
amendment must be accompanied by a statement executed by the applicant, or a practitioner 
representing the applicant, stating that the material being inserted is the material previously 
incorporated by reference and that the amendment contains no new matter. 37 CFR 1.57(f). 
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The instant disclosure only describes two genuses of building blocks with similar 
structures {i.e. the core structure of the compounds shown in Figure 4): 



Only one structural example of "a functionality for the attachment to a solid support" is 
described in the specification (page 9, lines 18-27). Similarly, only two preferred residues are 
described for "a functionality for the attachment of one or more amino acids or peptides" (page 
10, lines 17-22). Finally, "a functionality for the attachment of one or more labels" is not 
structurally defined in the specification. It is only stated that it may contain one or more 
"labels." The chemical structure of said labels is not defined or described in the disclosure, other 
than in the compounds shown in Figure 4. 

Thus, while the specification describes nine specific building blocks (Figure 4), including 
the elected species, it does not describe a sufficient number of species as to convey possession of 
the entire genus encompassed by formulas (I) and (II). There is only adequate written 
description for the core structures shown above, further exemplified in the compounds shown in 
Figure 4. 




OCH 3 



and 
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Claim Rejections - 35 USC§ 112 - Second Paragraph 
The following is a quotation of the second paragraph of 35 U.S.C. § 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 6 is rejected under 35 U.S.C. § 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 6 recites a residue according to formula II. In said formula, it is not clear what 
other substituents are present on the carbon attached to "Z" It appears this carbon only has three 
bonds. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. § 102 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-6 are rejected under 35 U.S.C. § 102(a) as being anticipated by Kumar et al. 
(prior art of record). 

Kumar et al teach a solid phase strategy for synthesizing labeled peptides (Abstract). 
The building block of this strategy comprises a functionality attached to a solid support, 
functionality for attaching one or more amino acids or peptides, and a functionality comprising a 
label (Scheme 1). For example, the following "building block" is exemplified in the reference: 
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The "Alloc" protected amine corresponds to applicant's claimed "B" functionality that is for the 
attachment of one or more amino acids or peptides. The "NH" group corresponds to applicant's 
claimed "C" functionality that is for the attachment of a label. Finally, the substituted aryl 
corresponds to applicant's claimed "A" functionality that is for the attachment to a solid support 
or already comprising a solid support. Attachment of an amino acid and label to the building 
block are demonstrated in Scheme 1 of the reference: 



Label 



Fmoc' 




v 

Functionality comprising AA 

and for attachment of AA or peptide 



v 

Solid support 



J 



The reference thus teaches all of the limitations of the instant claims, namely a building block 
with functionalities for attachment to solid support, for attachment to one or more amino acids or 



peptides, and for attachment of one or more labels. 
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Claims 1-2, 4 and 5 are rejected under 35 U.S.C. § 102(b) as being anticipated by 
Fehrentz et al. (Tetrahedron Letters, 1995, vol. 43, pages 7871-7874). 

Fehrentz et al. teach a building block for the synthesis of peptides with the following 



structure: 



Boc (page 7872, compound 5) 

Clearly this "building block" anticipates the instant claims as it comprises functionalities for the 
attachment of a label, for the attachment of amino acids and is attached to a solid support. 



Claims 1, 4 and 5 are rejected under 35 U.S.C. § 102(b) as being anticipated by Meldal et 
al (Tetrahedron Letters, 1992, vol. 21, pages 3077-3080) in view of "PL-PEGA Resin" Product 
Information Sheet (printed from www.polymerlabs.com on 10/4/2006). 

Meldal et al teach polyethylene glycol dimethyl acrylamide copolymers for use in solid 
phase synthesis (Abstract). The copolymers can be attached to resins (page 3079). It is noted 
that these "PEGA" resins are commercially available (please see "PL-PEGA Resin" information 
page, copy attached). The PL-PEGA resin has the following structure: 




C 



Note that the resin has functionalities for attachment of amino acids (C) and labels (B) and is 
attached to a solid support (A) as required by the limitations of the instant claims. 
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Conclusion 



No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James D. Anderson whose telephone number is 571-272-9038. 
The examiner can normally be reached on MON-FRI 9:00 am - 5:00 pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571-272-0718. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



J^uries D. Anderson 
Patent Examiner 
AU1614 




October 3, 2006 




ardin h. marschel 
Supervisory patent examiner 



